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AGENCY: Food and Drug Administration, HHS.

ACTION: Notice.

SUMMARY: The F ood‘and‘Drug Adrninistfation (FDA) is‘ announcmg an
opportunity for public comment on the proposed collection of certain
information by the ageney. Undei‘ the Paperwork Reduction Act of 1995 (the
PRA), Federal agencies are required to publish notice in the Federal Register |
concerning each proposed collectien of information including each proposed
extension of an existing collection of 1nformat10n and to allow 60 days for
public comment in response to the notice. Th1s notlce sohmts Comments on

the publication of the criteria FDA 1ntends to use te accredit thl,rd part1es to
conduct inspections of eligible manufacturers of elass II or class Il medical
Joviics. SR - BRI

DATES: Submit written or electronic comments on,the collectien of infofnlatien
by linsert date 60 days after date of publication in theFederaIReglster] o
ADDRESSES: Submit electronic comments on the collection of information to
http://www.fda.gov/dockets/ecomments. Submltwrlttencommentson the
collection of information to the DlVlSlOIl of Dockets Management (HF A—-305)

Food and Drug Admlmstratlon 5630 Flshers Lane rm. 1061 Rockvﬂle MD
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20852. All comments should be 1dent1f1ed w1th the docket number found in

brackets in the headmg of thls document

FOR FURTHER INFORMATION CONTAGT: ‘peggy‘ Robbins, Office of Management

- Programs (HFA-250), Food and Drug Admlmstratlon 5600 Flshers Lane

Rockville, MD 20857, 301-827—1223.

SUPPLEMENTARY INFORMATION: Tn the Federal Register of June 26, 2003 (68 FR

38065), FDA published a notice announcing the foice of Management and
Budget’s (OMB) approval of this collection of ‘inryformatio’n '(OMB control
number 0910-0510). Since this was an emer“gencyj e’pprolrf‘a‘l that eXpires on
September 30, 2003, FDA is followmg the normal PRA clearance procedures
by issuing this notice. Under the PRA (44 U.S.C. 3501 3520), Federal agencies
must obtain approval from OMB for each collectlon of 1nformatlon they |
conduct or sponsor. “Collectlon of information” is deflned 1n 44 U.S. C 3502(3)
and 5 CFR 1320.3(c) and mcludes agency requests or requlrements that k
members of the public submit reports, keep records, or provide information

to a third party. Section 3506(0)(2)'(A) of the PRA(44 USCBSOG(C)(Z)(A)) o

requires Federal agencies to provide a 60-day notice in the Federal Register

concerning each proposed collection of informatiort,'iﬁcludirig each proposed

extension of an existing collection of information, before 'subnritting the

collection to OMB for approval. To comply with'ithiis requyireﬁtlerlt,_ F DA i's"

publishing notice of the proposed collection of 'ivriform'atioh set forth in this

document.

With respect to the following collection of information, FDA invites

comments on: (1) Whether the proposed collection :of information is necessary

for the proper performance of FDA’s functlons 1nclud1ng Whether the -

1nformatlon will have practlcal utlhty, (2) the accuracy of FDA s estlmate of




3
the burden of the proposed colleotion of inforrnation including the validity
~ of the methodology and assumptlons used; (3) Ways to enhance the quality,
utility, and clarity of the 1nformatlon to be col]ected and (4) ways to mrnlmlze
the burden of the collection of information on respondents, including through
the use of automated collection teohni‘que’s,‘ When:appropriate, and other forms
of information technology.

Medical Devices: Inspection by Accredlted Persons Program Under MDUFMA
(OMB Control Number 0910—0510)-——Extensmn

The Medical Device User Fee and Modermzatlon Act of 2002 (MDUFMA)
(Public Law 107—250) was 31gned into law on October 26, 2002. Section 201
of MDUFMA adds a new paragraph ‘g “g” to section 7 04 of the Federal F oo'd .
Drug and Cosmetic Act (the act) (21 U.S.C. 374), dlrectmg FDA to accredit th1rd |
parties (accredited persons or APs) to conduct 1nspeotlons of ehglble
manufacturers of class II or class III devmes ThlS isa Voluntary program"

eligible manufacturers have the optlon of belng 1nspected by an AP ¢ or by FDA o

The new law requires FDA, Wlthm 180 days from the date of MDUFMA was

signed into law, to publish in the Federal Reglster criteria to accredit or deny
accreditation to persons who request to perform these inspeotio‘ns (section

704(g)(2) of the act).

In the Federal Register of April 28, 2003 (682 F:R'2>23/88)” FDA published o

a notice announcing that a proposed collectlon of lnformatlon has been

submitted to OMB for emergency processing under the PRA. Interested persons -

were given until May 28, 2003, to comment on the notlce. Elsewhere in that
issue of the Federal Register (68 FR 22400), FDA pubhshed a dooument |
announcing the criteria it will use to accredit persons to inspect ehglble dev1oe
manufacturers and the availability of a guidance entitled “Implementation of

the Inspection by Accredited Persons Program Under the Medlc:al Device User
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Fee and quernization Act of 2002; ’Accreditatioi\l Criteria: Guidance for |
Industry, FDA Staff, and Third Parties.” -

FDA received a total of three comments from a trade assocxatlon an
industry association, and a consultant. These Comments were not spemflcally
related to the information collection for the submlssmn of applications to
become an accredited person. The comments addz}esg‘ed the implementation
of the third party inspection pro‘gram‘. FDA will \:ta;ke these comments ’into
consideration in further developing its third ‘par'ty‘ ins‘pection’pr’ogra‘m.

Description of Respondents: Businesses or Other for pr’oﬁt drganiz‘a,tions.

FDA estimates the burden of this collectionfofi iniformati,on as follows:

1

TABLE 1.—ESTIMATED ANNUAL REPORTING Bl

item No. of Respondents ';’“eu,aRe;;%‘f"ig?y Toéagc%?é‘:a! Hours per Response Total Hours
Request for Accreditation (First Year) 25 1 25 80 2,000
Request for Accreditation (Second Year) 10 1 10 15 150
Request for Accreditation (Third Year) 5 1 5 80 400
Total Hours N N L oo e B s e Rt 2’550

" There are no capital costs or operating and maintenance costs associated with this colle@tiod of information.

FDA based these estimates on conversations with industry, trade
association representatives, and internal FDA estlmates Our expectatlon is that
25 bodies will apply and meet the minimum’ standard for belng accredlted
Under MDUFMA, we can only accredlt 15 persons durmg the fu‘st year. We
expect that the lowest ranking 10 (the ones not accred1ted) wﬂl reapply the
followmg year afid will submit an updated apphcatlon Five new apphcants
may apply the third year. Once an orgamzatlon 1s accredlted 1t wﬂl not be

required to reapply.
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Dated: 7-2-~03
July 2, 2003.

Jeffrey Shuren,

Assistant Commissioner for Policy.
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